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ABSTRACT 


A permanent tissue supporting device, and a method for 
supporting tissue, wherein a stent -like member comprising a 
shape-memory alloy is permanently positioned to support 
the tissue of a tubular organ of a living body. The shape- 
memory alloy of the positioned stent-like member is in the 
martensidc state and exhibits a strain on a horizontal plateau 
of a stress-strain curve of the shape-memory alloy when 
permanently positioned in the tubular organ. 

7 Claims, 1 Drawing Sheet 
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METHOD OF IMPLANTING A PERMANENT 
SHAPE MEMORY ALLOY STENT 

FIELD OF THE INVENTION 

The invention relates to tissue supporting devices (stents), 
preferably vascular stents for reputing blood vessels, and 
more particularly, to non-removable devices which will 
permanently support a dilated stenosis of a tubular organ 
(hollow viscus) such as a blood vessel. 

BACKGROUND OF THE INVENTION 

In the past, permanent or biodegradable devices have been 
developed for implantation within a body passageway to 13 
maintain vascular patency. These devices are typically char- 
acterized by the ability of such an intravascular device to be 
enlarged radially after having been introduced percutane- 
ously, to be transported transluminal ly. and to be positioned 
in a desired location. These devices are either expanded 
mechanically, such as by the expansion of a mandrel posi- 
tioned inside the device, or are capable of releasing stored 
energy to expand themselves upon actuation within the 
body. 

U.S. Pat. Nos. 4,739,762, 4,776,337 and 4,733,665 dis- 
close expandable and deformable intraluminal vascular 
grafts in the form of thin-walled tubular members which are 
expanded radially outwardly into contact with a body pas- 
sageway, the members being plastically deformed beyond ^ 
their elastic limit and the members being permanently fixed 
within the body. Suitable materials for the fabrication of 
these tubular-shaped members would include silver, tanta- 
lum, stainless steel, gold, titanium, or other suitable plasti- 
cally deformable materials which may be permanently 35 
deformed. Permanent deformation is achieved when the 
material is subjected to a force which creates a strain greater 
than the elastic limit of the material which is utilized to make 
the tubular member. The open-mesh configuration of such 
devices is soon encapsulated by body tissue and cannot be ^ 
removed. The exceeding of the elastic limit of the material 
used in such devices is also believed to compromise the 
performance of the devices in situ. 

U.S. Pat No. 4,969,458 discloses a vascular stent formed 
from a wire component made of material, such as copper 45 
alloy, titanium, or gold, wherein the wound configuration 
unwinds upon expansion and becomes a permanent pros- 
thesis stent, similar to prior art devices disclosed above, and 
is not removable. 

U.S. Pat. No. 4,969,890 discloses various configurations 50 
of shape-memory alloy members which have been previ- 
ously radially compressed and which, upon positioning 
within the body and thermal activation, expand by them- 
selves to become a permanent prosthesis within the body. In 
this regard, the reference teaches a device which operates in 55 
a similar fashion to the device disclosed in U.S. Pat. No. 
4,485,816. U.S. Pat, No. 4,485,816 discloses a shape- 
memory alloy staple which, when heated, penetrates and 
cinches tissue together. Shape- memory alloy historically has 
been used to perform work in such a fashion wherein the 60 
component remains in a strong austenilic state after tem- 
perature activation. Thai is, above its transition temperature 
from marten site to austenite, and as the references above 
disclose, the shape-memory alloy either dilates an incom- 
petent blood vessel or holds segments of tissue together. 65 
Neither of these devices is practically removable by a 
method which does not require surgery. 


Shape-memory alloys possess the useful characteristic of 
being capable of changing physical dimensions upon heating 
above a first transition temperature, Ay* between a soft 
martensitic metallurgical state and a hard austenitic metal- 
lurgical state of the alloys. A shape-memory alloy member 
can be processed while in a high temperature austenitic 
phase to take on a first configuration. After cooling the 
shape-memory alloy member below a second transition 
temperature M f between the austenitic and martensitic states 
without change of physical dimensions, the shape-memory 
alloy member can be mechanically deformed into a second 
configuration. The shape-memory alloy member will remain 
in this second configuration until further heating to a tem- 
perature above A r at which time the shape-memory alloy 
member will revert to its first configuration. A shape- 
memory alloy member can exert large forces on adjacent 
members during the transition from the second configuration 
to the first configuration. Numerous inventions have taken 
advantage of shape-memory alloy members capable of 
exerting this thermally activated force. 

Shape-memory alloys have the further useful character- 
istic that, in the martensitic phase, the stress-strain curve 
exhibits a plateau indicating that a limited increase in strain 
can be achieved with imperceptible increase in stress. This 
martensitic stress-strain plateau usually defines the range of 
mechanical strain which can be recovered by the application 
of heat Exceeding the upper end of this strain range may 
result in non-heat recoverable deformation. 

U.S. Pat. No. 5,197,978, hereby incorporated by refer- 
ence, discloses shape-memory alloy tissue supporting 
devices that are made to expand or shrink radially upon 
mechanical or thermal actuation, and, in particular, devices 
that are removable from the body. 

It would be advantageous to have a tissue supporting 
device of a generally tubular configuration which can be 
inserted into a body duct or cavity while in an unexpanded 
shape and then be expanded to provide permanent support 
for the tissue forming the duct or cavity, such that the device 
when expanded does not exert a radial load on the supported 
duct or cavity and where the device when expanded has 
sufficient crush resistance to provide support for the duct or 
cavity when the duct or cavity exerts a normal radial 
compressive load on the device as the result of major 
contractions of the tissue. 

It would be further advantageous to have a tissue sup- 
porting device, for simultaneous support of cavities of 
different sizes, in which larger expanded device sizes do not 
require higher expansion pressures than smaller device 
sizes, so that the potential for dissection and/or tissue 
damage is minimized, and where further the device remains 
somewhat flexible to accommodate movement of soft tissue. 

It would be further advantageous to have a heal-to-expand 
tissue supporting device that does not need to be cooled prior 
to installation and which provides permanent tissue support 
while in the martensite state during service. 

It would be further advantageous to have a method for 
reversibly manipulating the configuration of a device 
designed for tissue support, in order to facilitate machining, 
deburring, etc. of hard-to-reach interior surfaces of the 
device without affecting the functionality of the device in a 
final product. 

SUMMARY OF THE INVENTION 

The invention provides a tissue supporting device com- 
prising a stent-like member of a shape-memory alloy which 
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transforms from a martensitic metallurgical state to an 
austenitic metallurgical state when heated above a first 
transition temperature Ay and transforms from the austenitic 
state to the martensitic state when cooled below a second 
transition temperature The stent-like member is 
mechanically deformable without plastic deformation in a 
body passage of a living person from a first configuration 
while in the martensitic state to a second configuration in the 
martensitic state and the A f and M f transition temperatures 
are sufficiently above a body temperature of the living 
person to prevent recovery of the stent-like member to the 
first configuration by heating the stent-like member above A f 
without permanently damaging surrounding tissue of the 
living person, the stcnt-like member exhibiting a strain on a 
horizontal plateau of a stress-strain curve of the shape- 
memory alloy when permanently positioned in the tubular 
organ. 

The stent-like member can have various features. For 
instance, the stent-like member can have a tubular shape 
with a plurality of slots, each of the slots extending parallel 
to a central axis of the stent-like member. The slots can be 
rectangular in shape and ends of the slots rircu inferential ly 
adjacent to each other can be offset in an axial direction. The 
slots can form a uniform pattern with at least two axially 
spaced-apart slots aligned with each other at locations 
spaced circurnferentially around the stent-like member. In 
the expanded condition, the stent tike member can have an 
essentially cylindrical, mesh-like shape which inhibits 
thrombosis when expanded in an artery of a living person. 
The stent-like member can include struts and the stent-like 
member can be radially expanded to an expanded configu- 
ration wherein the stent-like member has a planar cylindrical 
profile and the struts are not twisted such that edges thereof 
project radially outwardly. The shape-memory alloy is pref- 
erably an alloy of Ni and Ti having an A^62° C. The 
stent-like member can includes at least one hinge-like mem- 
ber extending between adjacent sections of the stent-like 
member. The hinge-like member can be formed integral with 
the sections of the stent-like member and the hinge-like 
member can have an axial length shorter than an axial length 
of each section of the stent-like member. The hinge-like 
member can comprises a single axially extending strip of the 
shape-memory alloy. 

The invention also provides a method of implanting a 
tissue supporting device comprising a stent-like member of 
a shape-memory alloy having martensitic and austenitic 
metallurgical states and a transition temperature A f therebe- 
tween. The method includes mechanically expanding the 
stent-like member in its martensitic state followed by heat- 
ing the expanded stent-like member above A f and further 
expanding the stent-like member after which the stent-like 
member is cooled to body temperature. The A f temperature 
can be above 37° C. and below 62° C, for instance 40° to 
50° C. and the alloy can be a Nffl alloy. The method can 
further include crimping the tissue supporting device onto a 
balloon located at a distal end of a catheter and navigating 
the tissue supporting device to an application site within the 
tubular organ. The expanding step can be carried out by 
mechanically expanding the tissue supporting device until 
the balloon is fully inflated. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 shows a side view of a tissue supporting device in 
accordance with the invention; 

FIG. 2 shows a cross-sectional view of a tissue supporting 
device in accordance with the invention; and 
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FIG. 3 shows a tissue supporting device in accordance 
with the invention comprising two tissue supporting ele- 
ments joined by a bridging system. 

DETAILED DESCRIPTION OF THE 
INVENTION 

According to the invention, a tissue supporting device is 
provided which can be inserted into a body passage, such as 
a blood vessel, duct or cavity, and used to support the tissue 
forming the duct or cavity. In particular, a tissue supporting 
device comprising a material which exhibits a stress-strain 
curve wherein an increase in strain can be achieved with a 
negligible increase in stress. The tissue supporting device is 
of generally tubular shape is provided which can be inserted 
into a body duct or cavity in an unexpanded shape and then 
be expanded at a desired position in the duct or cavity to 
form a permanent supporting structure for the tissue sur- 
rounding the expanded device. 

The tissue supporting device can be fabricated from a 
shape memory alloy such as a binary Ni-Ti alloy or NiTi 
alloy having one or more additional elements added thereto. 
Other possibilities include shape memory alloys from the 
Cu-AI-Ni system. Such alloys have martensitic and austen- 
itic metallurgical states and a transition temperature ther- 
ebetween. The shape-memory alloy according to the inven- 
tion is characterized by a stress/strain curve in the martensite 
state wherein a limited increase in strain can be achieved 
with imperceptible increase in stress. 

A tissue supporting device according to the invention can 
be made from a Ni-Ti alloy whose tensile strength in the 
martensitic state at human body temperature is 8 to 25 ksi. 
According to one embodiment of the invention, the transi- 
tion temperature at which the alloy transforms from the 
martensitic to the austenitic state is preferably at a tempera- 
ture of 70° C. or higher. At such temperatures, known 
thermal recovery techniques for shrinking shape memory 
alloy tubular devices can not be used to recover the tissue 
supporting device without causing permanent damage to 
surrounding tissue or blood due to thermal trauma which has 
been found to occur when tissue/blood is exposed to tem- 
peratures above 62° C. 

A first embodiment of a tissue supporting device 1 in 
accordance with the invention is shown in FIGS. 1 and 2. As 
shown in the side view of FIG. 1, the device 1 includes a 
plurality of rectilinear slots 2, 3. Slots 2 are arranged in 
axially aligned pairs such that a first slot 2a intersects one 
axial end 4 of the device 1 and the other slot 2b intersects the 
other axial end 5 of the device 1. Slots 3 are arranged such 
mat circurnferentially adjacent slots 3 are separated by a pair 
of the aligned slots 2. Further, a single slot 3 is located 
between axial ends 4, 5. As shown in FIG. 2» slots 2, 3 are 
distributed in a uniform pattern around the devices. When 
the deyjcejjs ex panded by inflating a balloon of a balloo n 
catheter, legs_6.extending between axial ends of slots 2, 3 are 
mechanically deformed such that they are no longer parallel 
to the center axis of device 1. 

FIG. 3 shows a device 1 comprising first and second 
sections la, lb joined by bridging member 7. The bridging 
member can have any suitable configuration such as a 
straight, helical (shown in phantom in FIG. 3) curved or 
wavy suip. If desired, any number of sections of device 1 
could be interconnected by bridging members 7. Also, 
adjacent sections of device 1 can be connected by a plurality 
of bridging members which are spaced apart and distributed 
at different locations around the circumference of the stent 
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The arrangement shown in FIG. 3 is advantageous for 
negotiating tortuous body cavities such as blood vessels 
having sharply angled bends therein and for expanding 
sections la, \b to different diameters. 

The stent-like member 1 according to the claimed inven- 5 
tion, when fabricated from a Ni-Ti shape-memory alloy, can 
be expanded in a blood vessel to a range of desired sizes by 
inflating a balloon catheter to a pressure of 4-10, preferably 
6-8 atmospheres of pressure in the balloon catheter. When 
the stent is expanded, the slots are enlarged into generally 10 
diamond shaped rectangular openings arranged in a uniform 
pattern that is in the form of a mesh-like lattice. In the 
embodiment shown in FIG. 3, expansion of the individual 
stent-like members la, lb can be performed separately to 
achieve different diameters. Due to the expansion in the 15 
martensitic condition, stent-like members expanded to larger 
sizes do not require higher expansion pressures than stent- 
like members expanded to smaller sizes provided that the 
tissue supporting device comprises stent-like members made 
from the same generally tubular shape-memory alloy mate- 20 
rial. This embodiment offers the advantage of minimizing 
the potential for dissection and/or tissue damage. 

The stent-like member 1 can be positioned at its applica- 
tion site in a low profile configuration with radial dimen- 
sions small enough to allow navigation of orifice and ducts 
leading to the site of application. The stent-like member 1 
can be positioned by means of a balloon catheter device 
having a lumen portion, balloon portion, and guide portion 
with the stent-like member 1 surrounding the balloon por- 
tion. In a preferred embodiment, stent-like member 1 is 30 
mechanically crimped securely to the balloon portion prior 
to insertion of the balloon catheter device in a blood vessel. 

In use, the balloon portion is expanded, thus deforming 
stent-like member 1 radially outward against an inner wall 35 
of a blood vessel, and forming a supporting structure for the 
blood vessel. The expansion of the stent-like member 
according to the invention takes place in the elastic region of 
the stress-strain curve defined by the horizontal plateau in 
that curve. The deformed stent-like member 1 can comprise ^ 
the tubular shape shown in FIGS. 1-3 or any other suitable 
shape which can be mechanically deformed without perma- 
nently deforming the device. Hie stent is designed so that the 
strain in the expanded stent-like member 1 is controlled such 
as by slot length of the slots 2, 3. Use of a shape memory 45 
NiTi alloy for the device is advantageous since such material 
can exhibit anti -thrombotic properties. 

Once the balloon catheter has been removed by collapsing 
the balloon portion, stem-like member 1 is left implanted to 
permanently support the blood vessel. The overall geometry 50 
of the stent-like member 1 ensures that the snapback at 
expansion is minimized and is proportional to the expanded 
size of the stent-like member 1. Since the implanted stent- 
like member exhibits a strain on a horizontal plateau on a 
stress-strain curve for the shape-memory alloy, the stent-like 55 
member can support the blood vessel at essentially constant 
stress. The expanded dimensions of the stent-like member 1 
cannot be adjusted by the amount of force used to expand the 
device. Instead, the expanded diameter is controlled by the 
dimensions of the duct, cavity or, blood vessel, into which M 
the stent-like member 1 is expanded. According to the 
invention, the shape memory alloy of the stent-like member 
1 remains in the martensitic state when the stent-like mem- 
ber 1 is in service in a human body. 

The duct supportive properties of an implanted member 65 
can be controlled by the wall thickness of shape-memory 
alloy forming the tube-like member, the length of longitu- 


dinal slots 2, 3 and by the degree of expansion of the 
stent-like member 1. An implanted stent-like member 1 has 
sufficient crush resistance to provide support for a duct or 
cavity or blood vessel when such duct or cavity or blood 
vessel exerts a normal radial compressive load on the 
stent-like member 1 as the result of a major contraction of 
the duct or cavity or blood vessel. Preferably the stent-like 
member 1 can be sufficiently robust to support a coronary 
artery when major contractions are indicated. The implanted 
stent-like member 1 essentially does not exert a radial load 
on the duct or cavity or blood vessel it is supporting. The 
implanted stent-like member 1 allows for a small amount of 
radial recoverable deflection at low loads as the supported 
duct or cavity or blood vessel contracts. The low force 
needed to cause elastically recoverable deflection of stent- 
like members 1 in response to tissue duct contraction can 
advantageously minimize irritation to the duct wall when 
small contractions occur. 

Although the invention has been described as useful in an 
angioplasty procedure, it is understood that the invention is 
not limited to such a procedure or the use of a stem-like 
member in a blood vessel. It should be apparent to one 
skilled in the an that the invention is useful in supporting 
body tissue in general as well as various blood vessels, e.g., 
in saphenous vein grafts, the vena cavae, the aorta, the renal 
artery, the iliac artery, the femora) artery, the popliteal artery, 
the carotid artery, the cranial arteries, pulmonary arteries, 
etc. The various embodiments of the invention are also 
useful with other tubular organs including but not limited to 
the prostate, biliary tract, the esophagus, the trachea, the 
fallopian tubes, the vas deferens, the ureters, the tear ducts, 
the salivary ducts, etc. 

According to another embodiment of the invention, a 
stent-like member is given a memory shape which is larger 
in size than the lumen of the body organ in which the stent 
is to be located. According to this embodiment, the stent-like 
member is conditioned by techniques known to those skilled 
in the art to memorize a large diameter and the shape 
memory alloy from which the stent is made has transfor- 
mation temperatures My and A 7 above body temperature. In 
use, the stent-like member is compressed in the martensitic 
condition to have a smaller diameter when the stem is put on 
a catheter. Then the stent-like member is introduced through 
a body organ by means of the catheter and once properly 
positioned, the stent is mechanically expanded by balloon 
expansion without plastic deformation of the stent, after 
which the stent is heated, in vivo, above body temperature 
to a transition temperature A f to expand the stent into the 
austenite condition and thus expand the stent-like member to 
the memorized larger diameter shape. Subsequently, the 
stent-like member is allowed to cool to body temperature 
and return to the martensitic condition. In a preferred 
embodiment, A, is above 37° C. and below 62° C. such as 
40° to 50° C. and M,>37 0 C. 

The stent according to the second embodiment can be 
used in various ways. For instance, this heat expandable 
stent can be implanted by partial balloon expansion of the 
stent followed by complete expansion created by application 
of heat. The partial balloon expansion would be sufficient to 
locate the stent at the target site with final expansion aimed 
at producing a larger final diameter to support the artery. The 
heat activated final expansion would exert a radial force on 
the artery wall instantaneously as the stent takes on its 
ausLenitic phase when heated to an elevated temperature. 
This radial force embeds the stent in the artery wall in a 
controlled way as a result of interaction between the natural 
resilience of the arterial wall and predetermined final 
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expanded diameter of the stent After the stent is heat 
expanded, the blood stream rapidly cools the stent into its 
maitensitic phase. As a result, the enhanced ductility of the 
maitensitic phase allows the stent to accommodate varia- 
tions in the diameter of the artery and provides a fixed stent 5 
diameter which does not exert a radial force on the artery, 
but rather simply acts as a support structure. 

The heat expanded stent according to the second embodi- 
ment of the invention reduces the barotrauma associated 
with normal balloon implantation of stents by conventional 10 
balloon angioplasty. That is, it is well known that dissections 
of arterial walls can be caused by expanding balloons and 
internal trauma can be expected when any mechanical force 
is applied to the arterial walls. In the case of balloon 
angioplasty, the total balloon area contacts the inner arterial 15 
wall and the trauma is extensive. Furthermore, balloons can 
protrude through stent structures and extend beyond the ends 
of stents to give a similar effect. The heat expanded stent 
according to the second embodiment can avoid the 
barotrauma problem since it is not necessary to fully expand 20 
the stent by balloon expansion. That is, by partial expansion 
of the stent by using a balloon and final expansion by 
application of heat there is less contact of the inner arterial 
wall with foreign bodies such as the stent and balloon than 
in the case where a stent is fully expanded by balloon 25 
expansion. Thus, the heat expanded stent according to the 
second embodiment can be implanted in a manner which 
leaves the major area of the stented wall unaffected whereby 
lower levels of cell proliferation associated with recovery 
from the trauma and hence less restenosis will occur. 30 

The tissue supporting device according to the claimed 
invention is non-magnetic and corrosion resistant Further, 
the tissue supporting device can include means for making 
the stent visible and radiopaque under conventional fluoro- 
scopes when in the human body. For instance, the radial wall 
thickness of the tissue supporting device can be from 0.005 
inches to 0.020 inches, thus making the stent visible by 
radiopaque techniques. 

In yet another embodiment of the invention, the stent-like ^ 
member 1 with shape memory properties can be reversibly 
manipulated during its manufacture to facilitate secondary 
processes without affecting the functionality of the final 
stent-like member 1 product. For example, the original 
diameter of the stent-like member 1 may be increased to 4J 
enable the internal surfaces to be mechanically altered by 
processes such as machining, deburring, etc., and later, the 
diameter of the stent-like member 1 can be returned to its 
original dimensions by heating the stent-like member 1 
above the transition temperature of the shape memory alloy. M 
By this method, stent-like members with interior surfaces of 
exceptional machined finish can be obtained in a final 
stent-like product In addition, the stent can be surface 
treated and/or coated with any suitable material such as 
polymeric material found to be beneficial in providing a j3 
surface finish which minimizes thrombogenicity. If desired, 
the coating could also incorporate additives for drug deliv- 
ery or other medical purposes. 

The stent according to the invention can provide benefits 
in preventing thrombogeoic response. In particular, the stent w 
geometry can be controlled to provide a planar cylindrical 
profile when expanded with minimal strut twisting and 
outwardly protruding stent strut terminations. That is, 
whereas the struts forming the mesh-like structure of stain- 


35 


less steel stents have a tendency to twist such that the edges 
thereof project radially outwardly when expanded by bal- 
loon inflation, the stent according to the invention can be 
expanded without such twisting of the struts. Further, com- 
pared to a stainless steel stent having the same configuration, 
the stent according to the invention can be expanded at much 
tower balloon expansion pressures. The lower expansion 
pressures used in accordance with the invention minimize 
barotrauma and the smooth outer cylindrical surface of the 
expanded stent in accordance with the invention provides 
non-thrombogenic properties. 

The foregoing has described the principles, preferred 
embodiments and modes of operation of the present inven- 
tion. However, the invention should not be construed as 
being limited to the particular embodiments discussed. Thus, 
the above-described embodiments should be regarded as 
illustrative rather than restrictive, and it should be appreci- 
ated that variations may be made in those embodiments by 
workers skilled in the art without departing from the scope 
of the present invention as denned by the following claims. 

What is claimed is: 

1. A method of implanting a permanent tissue supporting 
device comprising a stent-like member of a shape-memory 
alloy having martensitic and austenitic metallurgical states 
and a transition temperature A f therebetween, the method 
comprising sequential steps of (i) positioning the stent-like 
member in a tubular organ of a living body, (ii) mechanically 
expanding the stent-like member in its martensitic state to 
form a mechanically expanded shape, (iii) further expanding 
the stent-like member by heating the mechanically expanded 
shape above A / so that the stent-like member is transformed 
into the austenitic state and recovers a memorized configu- 
ration larger than the mechanically expanded shape, and (iv) 
cooling the stent-like member to body temperature. 

2. The method according to claim 1, wherein 37° 
C.SA^62° C. 

3. The method according to claim 1, wherein die mechani- 
cally expanding step expands the stent to a size smaller than 
the inner diameter of the tubular organ. 

4. The method according to claim 1, wherein the stent-like 
member is positioned permanently to support tissue. 

5. A method of supporting tissue, comprising the steps of: 
positioning a permanent generally tubular tissue support- 
ing device in a tubular organ of a living body, the tissue 
supporting device comprising a shape-memory alloy 
having martensitic and austenitic metallurgical states 
and a transition temperature of at least 70° C. therebe- 
tween; and 

permanently fixing the tissue supporting device in the 
tubular organ such that the tissue supporting device is 
in the martensitic suite, the tissue supporting device 
exhibiting a strain on a plateau of a stress-strain curve 
of the shape-memory alloy when permanently posi- 
tioned in the tubular organ 

6. The method according to claim 5, the positioning step 
comprising crimping the tissue supporting device onto a 
balloon located at a distal end of a catheter, and navigating 
the tissue supporting device to an application site within the 
tubular organ. 

7. The method according to claim 6, the fixing step 
comprising mechanically expanding the tissue supporting 
device until the balloon is fully expanded. 
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